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DETAILED ACTION 

The examiner notes that the claims have been amended and agrees that no new 
matter is added by these amendments. No claims have been added or cancelled. The 
text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. Prior art references can be found in a prior Office action, unless 
otherwise noted. 

Claim Objections 

The amendments to the claims have corrected the claim dependency problem. 
This objection to the claims is lifted. 

Claim Rejections - 35 USC § 112 

Claims 40 and 41 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Applicant's amendments to these claims have been 
fully considered, but they are not sufficient to overcome the rejection. 

The claims as originally filed recite, "a biological joint construct... [that] is 
designed as an individual preformed construct." These claims were pointed out in the 
Office action mailed 12/6/04 as being confusing, because it is "unclear whether these 
'designed as' descriptions are limitations on the structure or whether they are simply 
statements of intended use." The claims have been amended to recite, "a biological joint 
construct... sized and configured as an individual preformed construct." These 
amendments amount to a replacement of the word "designed" with the words "sized and 
configured", and they do not clarify the point of confusion. Specifically, the words 
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"designed", "sized", and "configured" could ail be considered either verbs (thereby 
imparting an intended use limitation to the claims) or adjectives (thereby imparting 
structural limitations to the claims). Clarification is required. 

Additionally, the phrase "osteochondral cylinder" in claim 41 remains indefinite, 
as asserted by the examiner in the prior Office action. Clarification is required. Claims 
40 and 41 remain rejected under 35 U.S. C. 112, second paragraph. 

Claim Rejections - 35 USC § 102 

Claims 36, 37, 40, and 41 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. '050 taken in light of Thomas and Boden. Applicant's arguments 
regarding this rejection have been fully considered, but they are not persuasive. It is 
noted that no amendments were made to these claims in an effort to overcome the 
rejection under 35 U.S.C. 102(b). 

On the first Office action, the examiner asserted that both the instantly claimed 
composition and the composition of U.S. '050 teach biological joint constructs produced 
at least partly in vitro that comprise a biocompatible carrier material and chondrocytes 
and can be successfully implanted into bone defect sites (page 5, paragraph 2). The 
examiner further asserted that the broad nature of the claims is drawn to "any biological 
joint construct that, upon implantation, integrates into a bone and leads to the formation 
of layers of cartilage on the bone's end" (page 6, paragraph 2). The examiner further set 
forth three specific ways in which the claims lack novelty (page 6, paragraph 2). 

The applicant has argued that U.S. '050 is not appropriate prior art because it 
teaches a "composition", while the instantly claimed construct is an "apparatus" (page 
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1 1 , paragraph 2). The examiner disagrees. As was pointed out on the first Office action, 
the construct as claimed is identical the composition of U.S. '050 in terms of structure, 
method of making, and functionality; because the applicant chooses to consider the 
claim-designated invention an "apparatus" does not necessarily distinguish it from the 
prior art teaching. Applicant's assertion that the term "joint construct" connotes some 
specific structural features not taught in U.S. '050 is not supported by actual facts, since 
the composition of U.S. '050 is taught as being useful for repairing articular (joint) 
defects (U.S. '050, column 5, lines 9-11). M.P.E.P. § 2112.01 recites, "Where the 
claimed and prior art products are identical or substantially identical in structure or 
composition, or are produced by identical or substantially identical processes, a prima 
facie case of either anticipation or obviousness has been established." As outlined on 
the first Office action, the composition of U.S. '050 is substantially identical in structure, 
composition, and intended use to the instant composition as claimed; a finding of 
anticipation is clearly proper. In short, applicant's argument fails to comply with 37 
CFR 1 .1 1 1(b) because it amounts to a general allegation that the claims define a 
patentable invention without specifically pointing out how the language of the claims 
patentably distinguishes them from the references. 

The applicant has further argued that U.S. '050 does not teach "in vitro lateral 
sequestration of [two] types of cells", "disjunctive" use of cells, or a composition in which 
chondrogenic and osteogenic cells are cultured in vitro (page 1 1 , paragraph 3), all of 
which are taught in the specification. These limitations, however, are not recited in the 
claims. According to M.P.E.P. § 21 1 1 , the pending claims must be "given their broadest 
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reasonable interpretation consistent with- the specification. Broad interpretation by the 
examiner reduces the possibility that the claim, once issued, will be interpreted more 
broadly than is justified. In In re Prater (citations omitted), the court ruled that "reading a 
claim in light of the specification, to thereby interpret limitations explicitly recited in the 
claim, is a quite different thing from reading limitations of the specification into a claim,' 
to thereby narrow the scope of the claim by implicitly adding disclosed limitations which 
have no express basis in the claim." The court found that applicant was advocating the 
latter, i.e., the impermissible importation of subject matter from the specification into the 
claim. As pointed out on the first Office action, the claims read on the matter of U.S. 
'050, and it is improper to incorporate material limitations from the specification into the 
claims. 

In addition, claim 36 is a product-by-process claim; claims 37, 40, and 41 depend 
from said claim. M.P.E.P. § 21 13 reads, "Product-by-process claims are not limited to 
the manipulations of the recited steps, only the structure implied by the steps." 
Applicant's arguments regarding the process by which the claimed composition is 
made, therefore, have no bearing on the patentability of the claim-recited invention. The 
use of 35 U.S.C. §§ 102 and 103 rejections for product-by-process claims has been 
approved by the courts. "[T]he lack of physical description in a product-by-process claim 
makes determination of the patentability of the claim more difficult, since in spite of the 
fact that the claim may recite only process limitations, it is the patentability of the 
product claimed and not of the recited process steps which must be established. 
We are therefore of the opinion that when the prior art discloses a product which 
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reasonably appears to be either identical with or only slightly different than a product 
claimed in a product-by-process claim, a rejection based alternatively on either section 
102 or section 103 of the statute is eminently fair and acceptable. As a practical matter, 
the Patent Office is not equipped to manufacture products by the myriad of processes 
put before it and then obtain prior art products and make physical comparisons 
therewith." In re Brown (citations omitted). 

Finally, applicant's argument that the examiner did not distinguish between 
"structure and functionality" is unpersuasive. Even if the phrase "biological joint 
construct" is interpreted as referring to a composition with a specific function not taught 
or implied by U.S. '050, this argument has not been given patentable weight because 
the recitation occurs in the preamble. A preamble is generally not accorded any 
patentable weight where it merely recites the purpose of a process or the intended use 
of a structure, and where the body of the claim does not depend on the preamble for 
completeness but, instead, the process steps or structural limitations are able to stand 
alone. See In re Hirao and Kropa v. Robie (citations omitted). 

Applicants have forwarded no arguments regarding the validity of Thomas and 
Boden and therefore stipulate that Thomas and Boden are appropriate prior art. Claims 
36, 37, 40, and 41 remain rejected under 35 U.S.C. § 102(b) as being anticipated by 
U.S. '050 taken in light of Thomas and Boden. 

Claim Rejections - 35 USC § 103 

Claims 38 and 42 stand rejected under 35 U.S.C. 103(a) as being unpatentable 
over U.S. '050 taken in view of U.S. '296, Thomas, and Boden. Applicant's arguments 
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regarding this rejection have been fully considered, but they are not persuasive. It is 
noted that no amendments were made to these claims in an effort to overcome the 
rejection under 35 U.S.C. 103(a). 

On the first Office action, the examiner asserted that it would have been obvious 
to a person of ordinary skill in the art at the time the invention was made to make the 
construct of U.S. '050 with the peg of U.S. '296 because the construct of U.S. '050 can 
be made of any shape and size. 

Applicants argue that U.S. '050 does not teach the use of its exemplified 
composition to repair a damaged joint. This argument is unconvincing for two reasons. 
In the first place, U.S. '050 in fact provides guidelines for the use of the exemplified 
composition in the repair of articular (joint) defects (column 5, lines 9-11). In addition, as 
discussed above, limitations on function and intended use are immaterial to the 
patentability of the claimed product. 

Applicants have also argued that since the composition of U.S. '296 is made from 
"non-biological materials", it could not be combined successfully with the composition of 
U.S. '050 to arrive at the claim-recited invention. In fact, the examiner did not suggest 
such a combination, but rather that the construct of U.S. '050 could be fashioned such 
that it has a peg shape, like that of the composition of U.S. '296. As discussed above, 
the construct of U.S. '050 can have any shape. 

Because the examiner found applicant's arguments regarding U.S. '050 
unpersuasive, claims 38 and 42 are still rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. '050 taken in view of U.S. '296, Thomas, and Boden. 
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Claims 39, 43, and 44 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. '050 taken in view of U.S. '296, U.S. '660, Dunn et al., Thomas, 
and Boden. Applicant's arguments regarding this rejection have been fully considered, 
but they are not persuasive. It is noted that no amendments were made to these claims 
in an effort to overcome the rejection under 35 U.S.C. 103(a). 

Again, applicant's arguments regarding the combination of U.S. '050 and U.S. 
'660 center on function and intended use, which are immaterial to the patentability of the 
claim-recited composition. Applicants also contend that the artificial ligament of U.S. 
'660 could not be combined with U.S. '550 but give no substantive evidence why this 
should be the case. Applicant's arguments regarding U.S. '660 amount to a mere 
allegation of patentability. Applicants have forwarded no arguments regarding the 
validity of Dunn et al. and therefore stipulate that Dunn et al. is appropriate prior art. 

Because the examiner found applicant's arguments regarding U.S. '050 
unpersuasive, claims 38 and 42 are still rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. '050 taken in view of U.S. '296, U.S. '660, Dunn et al., Thomas, 
and Boden. 

No claims are allowed. No claims are free of the art. 
Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is 571-272- 
1928. The examiner can normally be reached on Monday-Friday, 8:00am - 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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